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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .135(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days wili be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- * Failure to reply within the set or extended period for reply Virill, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) IE Responsive to communication(s) filed on 17 December 2004 . 
2a)D This action is FINAL. 2b)M This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex pa/te Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) 13 Claim{s) 183-191 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) 13 Claim(s) 183-191 is/are reiected. 
?)□ Claim(s) is/are objected to. 

8) 0 Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: 3)0 accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

I I) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or fornn PTO-152. 

Priority under 35 U.S.C. § 119 

12)0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)n All b)n Some * c)^ None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Formal Matters 
Claims 183-191 are pending and under consideration. 

Response to Amendment 
The objections to the claims have been obviated by Applicant's amendment and are thus 
withdrawn. 

New issues are set forth below. 

Claim Rejections - 35 USC § 112 first paragraph 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making and 
using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best mode contenplated by the 
inventor of carrying out his invention. 

Claims 183-191 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for methods of preparation of compositions which are 
agonists or antagonists of the mammaUan NPFF receptor of SEQ ID NO: 6, wherein the 
compound causes an increase (or decrease) in the level of inward chloride current or Inositol 
phosphate release, does not reasonably provide enablement for methods of preparation of 
compositions which are agonists or antagonists of the mammahan NPFF receptor of SEQ ID 
NO: 6 wherein the compound causes an increase (or decrease) of NPFF receptor activity. The 
specification does not enable any person skilled in the art to which it pertains, or with which it is 
most nearly connected, to practice the invention commensurate in scope with these claims. 

The claims are drawn to methods of preparation of compositions which are agonists or 
antagonists of the mammalian NPFF receptor of SEQ ID NO: 6 wherein the compound causes an 
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increase (or decrease) of NPFF receptor activity. This method is not enabled because the 
specification is not enabled for the full scope of NPFFF receptor activity. The term "NPFF 
receptor activity " is not defined by the claim, but give no definition of what this activity is. 
Various biological activities can be attributed to a polypeptide. For example, "activity" could 
constitute transportation throughout a cell, alteration of tertiary structure due to changes in pH, 
ligand binding, or modulation of second messenger effect, etc. 'Activity' could also be referring 
to the ability of the polypeptide to stimulate antibody production. The Specification teaches 
methods of preparation of compositions which are agonists or antagonists of the mammaUan 
NPFF receptor of SEQ ID NO: 6, wherein the compound causes an increase (or decrease) in the 
level of inward chloride current or Inositol phosphate release. Although the specification 
outlines art-recognized procedures for measuring other activities, this is not adequate guidance as 
to the nature of activities that may be measured, but is merely an invitation to the artisan to use 
the current invention as a starting point for further experimentation. 

Due to the large quantity of experimentation necessary to measure the large number of 
possible activities recited in the claims and possibly screen same for activity, the lack of 
direction/guidance presented in the specification regarding which structural features are required 
in order to provide activity, the absence of working examples directed to same, the complex 
nature of the invention, the state of the prior art which establishes the unpredictability of the 

I 

effects of mutation on protein structure and function, and the breadth of the claims which fail to 
recite any structural or functional limitations, undue experimentation would be required of the 
skilled artisan to make and/or use the claimed invention in its full scope. 
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Claim Rejections - 35 USC § 112 second paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly clainiing the 
subject matter which the applicant regards as his invention. 

Claims 183-191 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 183-191 are vague and indefinite in the recitation of the term "NPFF receptor 
activity". The term "NPFF receptor activity " is not defined by the claim, and gives no definition 
of what this activity is. Various biological activities can be attributed to a polypeptide. For 
example, "activity" could constitute transportation throughout a cell, alteration of tertiary 
structure due to changes in pH, ligand binding, or modulation of second messenger effect, etc, 
'Activity' could also be referring to the ability of the polypeptide to stimulate antibody 
production. 

Claim 186 recites the limitation "the first" in subsection (a). There is insufficient 
antecedent basis for this limitation in the claim. 

Claim 186 is rejected under 35 U.S.C, 1 12, second paragraph, as being incomplete for 
omitting essential steps, such omission amounting to a gap between the steps. See MPEP 
§ 2172.01, The omitted steps are: that the second compound is known to bind the NPFF 
receptor. 

Claims 183-191 recite the limitation "the mammalian NPFF receptor" in subsection (a). 
There is insufficient antecedent basis for this limitation in the claim. 
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Conclusion 



No claim is allowed. 
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703-872-9306. 

Information regarding the status of an apphcation may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for pubUshed applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
apphcations is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
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